8. (NEW) A host cell comprising the recombinant expression vector of claim 7. 

9. (NEW) A recombinant expression vector comprising the nucleic acid molecule of claim 4. 

10. (NEW) A host cell comprising the recombinant expression vector of claim 9. 

11. (NEW)Arecombinan^^ 

12. (NEW) A host cell comprising the recombinant expression vector of claim 11..- 

RRSPONSE 

I. s^t^nf the Claims 

Newclaims^havebeenadded. Claims l-12atetherefore P resentiypendinginthecase. 

FortheconvemenceoftheExarmner,acleancopyofmependingd 

A. incompliance with37C.F.R. § l.UKcXIXiO.amarkedupcopyof the original claims is attached 
hereto as Exhibit B. 

II. Su pport for thp. Amended Claims 

New claims 7, 9 and 1 1 have been added to more clearly claim aspects of the invention. 

Supportformeseclaimcante^ 

support being found at least at page 9, lines 21-26. 

New claims 8. 10 and 12 have been added to more clearly claim aspects of the invention. 

Supportformeseclaimcanbefo^ 

support being found at least at page 9, lines 26-31. 

Asnewclaiim7-12arefullysuppor^ 
do not constitute new matter. Entry therefore is respectfully requested. 
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III. ffi ftt"** 011 of CM 1 " 1 TInder 35 11 sc 8 m 

The Action persists in rejecting claims 1^ and merefore^ 
35 U.S.C. § 101, allegedly because the claimed invention lacks support by either a specific and 
substantial asserted utility or a well established utility. Applicants respectfully continue to traverse. 

Applicantshavepna^evi^ 
2002. addition, Applicantsnow 

the ait would readily recognize the utility the present invention. 

In meFinalOffice Action, theExajninerseemstoteimplyingtha^ 

NHPsJornovelhumanproteinsisindicativeofalackofunderstand^ 

Applicant. Applicants are unaware of any regulation requiring the particular naming of a claimed 
sequenainoiderformese^ 

tobeimplyingthatbecauseAppbcants 1 sequence is novel, it lacks utility. Applicants are unaware of any 
patentla W>P atentrule,ormling from theSupmme Court ortheCourt of Appe^ 

that supports this untenable position. 

TheRnal Office Action also states that 'llowever.thereisnoevidenceinmespedficationthat 

anyoftheclaimednucle^^ 
specificationitwasstatedExpressionanalysishasprevide^ 

expressedinhumanhver.man™^ 

cells"(page2,Bnes9-12). Applicants ^pectfully subnet that me following human tissues were ^ 

tes^usingRT-rcRandwerefo^ 

bnrin,prestate,bn>in,t^ 

spleen, stomach, lymph node, small intestine, bone marrow,^ 

kidney, utenis, fetal liver and placenta. 

The Action also suggests that the use of the presently claimed polynucleotides, as in DNA 

chips, wouldbegeneric.Fuimer^^ 

roleofmenucldcacidorfuiu^onofmeproteinencodedb^ thepresentlyclaimedpolynucleotides 

oeforemepresentsequencescanbeusedingenechipappn^^ 

Applicantsiespectfullypointoutmatknowledgeoftheex^ 

sequenceisjioirjg^ 

First Response,giventhewidespreadutiUtyof such "gene chip" methods usingp«*fe ttomain gene 



sequenceinformation,^ 

would havegreat utility in suchDNAchip applications. The claimed sequence provides aspecific. 
marker of the human genome (see evidence below), and that such gjs^ markers are targets for 
discoveringdrugsmatareassociate^^ Thus, those skilled in the art would instantly 

recognizeftatmepresentnucteou^ 

expression using, for example, DNA chips, as the specification detailsatleastonpage4,lines9-12. 
Such "DNAchips-clearly have u tiUty,asevi(le^byhundi^ofissuedU.S.Patents,asexemplif^ 
by U.S. Patent Nos. 5,445,934, 5,556,752, 5,744,305, as well as more recently issued U.S. Patent 
Nos. 5,837,832, 6,156,501 and 6,261,776. Accordingly, the present sequence has a specific utilityin 
suchDNAcfcpapplications. Cleaty^ 
as the presently claimed nucleotide sequence, must also be useful. 

AddiuonaHy,siiK*onlyasniaH 
in^um encode aminoacidsequences.Thus.not all human genomicDNA sequences^ 

genechip applications, further discing the Ex^ 

thepresentclaimscleariymeetmerequirementsof 35U.S.C.§ 101. Ithasbeenctearlyestablishedthat 
astatementofutiUtyinaspedficationmiistbeacceptedabsentrea^ 

have reason todoubt the objective truth of such statement Inre Longer, 503F.2d 1380, 1391, 183 
USPQ 288, 297 (CCPA, 1974); In re Marzocchi, 439 F.2d 220, 224, 169 USPQ 367, 370 (CCPA. 
1971). 

Evidenceof me worid"sjjbjtan^ 
factmatmereis an enure industry establishedbasedonmeuseofge^ 

magenechipformat Perhaps the most notable gene chip company is Affymetrix. However, there are 
manycompanies which have,at one time or another, concentrated on the useof gene sequences or 
fragments,™ genechip andnon-genechip formats, forexample: Gene Logic, ABI-Perkin-Elmer ( HySeq 
andlncyte. In addition, one such company, Rosettalnpharmatics, was viewed to have such "real 
world'^aluematitwasacquiredbylar^ 

of money(netequityvalueof the transaction was $620 nulliOT). Thecal worftf^ 
utility of gene sequences orfragments would, me refc^apr«ar to be widespread and well estabUshed. 
Clearly.personsof skill in theart, as well as venture capitaUsts and invest 
bothsdentificandcornn^^ BUBons 



of dollars havebeen investedin the human genome project, resultingin useful genomic data (see, e.g., 
Ventemai., 2001, Science 297:1304). The results have been a stunning success as the utility of human 
genomicdatahas been widely recognized as a great gift to humanity (see, e.g.,Jasny and Kennedy, 
2(K)l,Sdence29/:1153).ae8riy,the usefulness of human genomic data, such as me presently claimed 
imcleicacid molecules, issjifct^ 
nunusouscompaiiiesfo^ 

information has been clearly understood for many years). 
AsfortherevidenceoM 

to meet the requirements of 35 U.S.C. § 101 (Raytheon v. Roper, 220 USPQ 592 (Fed. Cir. 1983); 
In re Gottlieb, 140 USPQ 665 (CCPA 1964); In re Malachowski, 1 89 USPQ 432 (CCPA 1976); 
Hoffinanv. JOoitf,9USPQ2d 1657 (Bd. Pat. App.&Inter. 1988)),is the utility the present nucleotide 
sequence has a specific utility in determining the genomic structure of the corresponding human 
chromosome, for examplemapping the proteinencodingregions, asdescribed in the specification at least 
at page6,line 28 through page 7, line 9 and evidenced below. Clearly, the present polynucleotide 

t^videsexquisitesperifi^^ 
gene enccxlingthe given p<>^ 

(seeevidencebelow). MfacUt is mis specificity mat n^ Eari* 

gene mapping techniques relied on methods such as Gicmsa stainingto identify regions of chromosomes. 

However.suchtechniquesprodu^ 

low to beof much helpin identifyings^ 

appreciates tnesigdficantbenefitaffonJedbymaricersm^ 

such as the present nucleic acid sequence. 

Onlyaniinorpercentageofmegenome 
acid sequences. The presently claimedrw^ 

data(c.g.,showingwhich sequences are transcribed, spli(^ and polyadenylated) mat ^c^co/Iy 
define watportionofmecorrestwndinggenon^^^ 

significantisthattheclaimed polynucleotide sequence defines how the encoded exons are actually 
spliced together to produce an active transcript (i.e., the described sequences are useful for functionally 
definingexonspUce-junctions). The Applicants respectfully submitmatthepractical scientific value of 
expressed, spli<^,andpolyad^nylate4nuWA sequences is readlyapp 



relevant biological and biochemical arts. For further evidence in support of the Applicants' position, the 

Board is requested to review, for example, section 3 of Venter et al. {supra at pp. 1317-1321, 

including Fig. 1 1 at pp. 1324- 1325), which demonstrates the significance of expressed sequence 

infcrmationmme structural analysisofgencroc^ 

defmesabiologicallyvaliciaiedsequOT^^ 

genome essentially as described in the Venter et al article. 

Asevicfcnceofmesr*»ficutiU^ 
spedficregiOTofthehumanchromosom 
junctionsistheinformationr^videdinExhibitCAblastan^ 

invenuonindicatesmatmeexonsencodin^ 

differentclones which are spreadalOTgaregionofhiunanchromosome4,muscleariyonewouldnot 
simplybeabletomapmeproteinen^^ 

invention, withoutknowingthose sequences. The first exonofthe sequence ofthe present invention 
(base 1-I70)isonchromosome4,con^^ 

at positions 48822-48991 of the total 103765 total bases of the clone. The second exon of the 
sequenceof foe presentation isinare^ 

C ontainsbasel67-323ofSEQIDNO: 1 at position 6661 1-66767 of 146551. The third exon (bases 
321 -573) iscontained within aregion of 

(which theydo)oraltemativelythis exon mayasaresult of gene duplication be present in both locations 
inthe genome. Bom of meseclones contain ba^ 

In clone AC107051 the exon is contained from position 2903-3155 of its total 57025 bases andin 
cloneAC121158meexoniscontainedto 

clearly the sequences of the present invention have utility in mapping a gene product to the chromosome 
andin theidentificationandbiological validation of exc^mtronsplicejuticaons that are specific to 

expression of gene product 

Aadditional legal issuealso arises, thatof due process. As manyU.S. patents have issued with 

lessinfomwnonthanm^ 
tobeinfallcompliancewi^^ 
respectmllysubnutmat,ab^ 
itisimproperforweExarrdi^^ 



Given the rapid pace of development in the biotechnology arts, it is difficult for the Applicants to 
understand how an invention fully disclosed andfieeof prior at the time the present application was filed, 
could somehow retain less utility and be less enabled than inventions in issued U.S. patents (which were 
filed during a time when the level of skill in the art was clearly lower). Simply put, Applicants invention 
is more enabled and retains at least as much utility as the inventions described in theclaims of many 
issuedU.S. patents. Any argument to the contrary is at best arbitrary and at worst capric ious. Absent 
authority provided by an act of Congress orExecutive order, arbitrary or capricious conduct by an 
administrative office theU.S. government has historic^ 

U.S. Constitution. The Patent Office does not have the authority to rewrite U.S. law. However, the 
Patent Office does have a Constitutional obligation to administer U.S. law in an unbiased and 
procedurally consistent manner. That is what the Applicants are respectfully requesting from the 

Examiner in the present matter. 

Foreachoffoeforegoingreasons,AppUcantssu^ 
those presented inPaper No. 12, thepresenUyclaimednucleicacidmolecules have been shown to have 
asubstantial,sperific,credibleandw^^ 

§ 101 has been avoided, and respectfully request that the rejection be withdrawn. 

Thoseof skill in theartwouldclearly recognize the utility of the present invention as well as be 
enabled to make and use the present invention without undue experimentation. Thus, the present 
invOTtionclearlyhascrediH^ 

in previous responses, Applicants respectfully submit that the present invention is in full compliance with 
the provisions of 35 U.S.C. § 101, and respectfuUy request that the rejection be withdrawn. 

IV. RpWtlnn of Claim* Under 35 Vfi f ■ 3 V* ™r*t Paragraph 

The Action rejectsclaims 1-6 and thus newly dependent claims 7-12 under35 U.S.C § U2, 
firstparagraph,sinceallegedlyones 

as the invention allegedly is not supported by a specific, substantial, and credible utility or a well- 
established utility. Applicantsrespectfullytraverse. Applicantssubniitmatclairosl-6andthusnewly 
dependent claims7-12 have been shown to have "a spedfic, substantial, and credible utUiry*\ as ^ 
insectionabove. Applicant foerefcre request mat foe rej 
first paragraph, be withdrawn. 
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V. fonclusion 

Thepiesentdocum^ 

favorableactionisrespectfullyrequested. ShouldExanu^Myershaveanyquestionsorconunents, 
orbeUevethatcertainarnen^ 

the undersigned Applicants' representative is earnestly solicited. 

Respectfully submitted, 



^^13,2093 , KIshimoto /Reg 

Date 



an r* K IshimotO / Reg. No. 41 ,866 



LEXICON GENETICS INCORPORATED 
(281)863-3333 
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PATENT TRADEMARK OFFICE 
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Exhibit B 

^ rtrl Vr V^nnf 4 T r ifTf "- ff-*™ ^Pli^Sfr N» , fHWJM 



1. (Amended) An isolated nucleic acid molecule comprising the nucleotide sequence 
described in SEQ ID NO:l. 

2. (Amended). An isolated nucleic acid molecule comprising a nucleotide sequence that: 

(a) encodes the amino acid sequence shown in SEQ ID NO: 2; and 

(b) hybridizes under highly stringent conditions to the nucleotide sequence of SEQ ID NO: 1 
or the complement thereof. 

3. (Amended) An isolated nucleic acid molecule comprising a nucleotide sequence 
described in SEQ ID NO:3. 

4. (Amended) An isolated nucleic acid molecule comprising a nucleotide sequence that: 

(a) encodes the amino acid sequence shown in SEQ ID NO: 4; and 

(b) hybridizes under highly stringent conditions to the nucleotide sequence of SEQ ID NO: 3 

or the complement thereof. 

5. (Amended) An isolated nucleic acid molecule comprising a nucleotide sequence 
described in SEQ DO NO:5. 

6. (Amended) An isolated nucleic acid molecule comprising a nucleotide sequence that: 
(a) encodes the amino acid sequence shown in SEQ ID NO: 6; and 

or the complement thereof 

t trim n r ^ ^^^^^^ ,| ^ of ' MnI 
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8. (NEW) a hnst cell compp ^ff recombinant expression Ygrmr Of fflftim 7, 

n fpg) a -^ mfrnant exi^ cd^ vP^tnr comprising the, nucleic afi<1 Tnolroule of c^m 4 

10. (NEW) a frr" rail cnimw i rg the, recombinant expression Y^tPT of Claim 9. 

11. (NEW) A ^nmhinant ex r™"™ vector comprising the nuc)Hf *q<t moists pf Claim 

6, 

12. (NEW) A host comp ri ^p the recombinant expression V^tor of claim j 1 ■ 
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